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Supplemental Box. 
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Box No. I Basis of the report 



1 . With regard to the language, this report is based on the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 

2. With regard to the elements* of the international application, this report Is based or l^^g 1 ^^ ^j° h 
have been furnished to the receiving Office in response to an invitation under Articie 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 

Description, Pages 

1 -20 as originally filed 
Claims, Numbers 

1-15 received on 23.08.2005 with letter of 22.08.2005 
Drawings, Sheets 

1 /4-4/4 as originally filed 

□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this re port a 

had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If Item 4 applies, some or all of these sheets may he marked "superseded." 



Form PCT/lPEA/409 (January 2004) 



INTERNATIONAL PRELIMINARY REPORT 
ON PATENTABILITY 



International application No. 
PCT/EP2004/00721 5 



Box No V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (1A) 



Yes: 


Claims 


1- 


■15 


No: 


Claims 






Yes: 


Claims 


1 


-15 


No: 


Claims 






Yes: 


Claims 


1 


-15 


No: 


Claims 







2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

The following document/s (D) is/are referred to in this communication: 
D1 : EP-A-0 774 348 (BRAUN MELSUNGEN AG) 

1 . Novelty 

Document D1 , which is considered to represent the most relevant state of the art, 
discloses sterilisable co-extruded films for wrapping containers for solutions, suspensions, 
solids or mixtures for parenteral, enteral or stomach tube feeding. 
The tube consists of three layers, i.e. 

(a) polypropylene homopolymer (homo-PP, outer layer), 

(b) ethylene vinylalcohol copolymer (EVOH), in particular a copolymer with an ethylene 
content of 27-38 mole% and 

(c) a single-phase PP homo- or co-polymer (inner layer). 

The three layers (a), (b) and (c) have thicknesses of 20-40 /zm (a), 15-35 //m (b) and 30-50 
M m, respectively; cf. D1 , the passages cited in the Search Report, in particular the claims. 
The material of inner layer (b) is selected to provide the required oxygen barrier properties. 
It is clear that the ethylene content of the EVOH copolymer is selected to maintain barrier 
properties during sterilization at 121 °C (cf. p 2/3, bridging paragraph and p 3/I 1 1-21 and 
37). 

The claimed films differ from those according to D1 in the nature of the outer layer (i.e. the 
presence of a (co)PET outer layer. Thus, the claimed films are novel over the disclosure in 
D1 . The subject-matter of present claims 1-15 therefore appears to meet the requirements 
of Article 33(2) PCT. 



2. Inventive Step 

The claimed films differ from the most relevant state of the art (D1) in the nature of their 
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outer layer and in their desorption properties. 

The problem to be solved by the present application may therefore be regarded as to 
provide multilayer films having a low oxygen transmission rate (i.e. <0.7 ml/m 2 d) and at the 
same time allowing for improved recovery of the gas barrier properties of the core layer 
after sterilization. 

It appears from a comparison of the results presented in Fig. 3 that the presence of an 
outer layer of PET instead of PP renders the obtainable films more effective in the 
desorption of water and, thus, improves the long term barrier properties of the 
corresponding container. 

None of the documents of the prior art contains an incentive for the skilled person to 
combine layers of a saponified polyolefin-vinyl acetate copolymer in combination with 
layers of a polyalkylene terephthalate resin (e.g. bonded by means of an adhesive) when 
aiming at structures allowing for improved desorption of water e.g. absorbed during 
sterilization. Thus, the subject-matter of present claims 1,12 and 13 appears to meet the 
requirements of Article 33(3) PCT. 

Claims 2-11,14 and 15 are dependent on claim 1 or 13 and as such also meet the 
requirements of the PCT with respect to novelty and inventive step. 
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PCT/EP2004/007215 HPJ/RC/cr 3 May 2005 

B. Braun Medical AG 

Amended Claims: 

1. Sterilizable multilayer film for containers containing solutions, suspensions, 
solids or mixtures for parenteral or enteral nutrition or tube feeding, optionally in 
a spatially separated arrangement of the contents, having a three-layered struc- 
ture with an inner layer being in contact with the content of the container, an 
intermediate layer and an outer layer facing the environment, said layers option- 
ally connected by tie and/or adhesive layers, wherein 

the oxygen transmission rate at 23 °C through the multilayer film determined by 
the oxygen transmission of the intermediate layer is less than 0.7 ml/m 2 d, 
said inner layer having a thickness of from 30 to 120 pm, 

said intermediate layer having a thickness of from 5 to 35 pm and said outer 
layer having a thickness of from 20 to 40 pm, and 

comprising or substantially consisting of polyethylene terephthalate 
homopolymer and/or polyethylene terephthalate copolymer, and 

allowing desorption of water absorbed in the intermediate layer during steriliza- 
tion after said sterilization at 121 °C. 

2. The multilayer film according to claim 1, wherein said oxygen transmission 
rate at 23 °C is less than 0.4 ml/m 2 d. 

3. The multilayer film according to claim. 1 or 2, having an Inner layer essen- 
tially consisting of non-polar polymeric material. 

4. The multilayer film according to claim 3, having an inner layer comprising 
or substantially consisting of polypropylene homopolymer and/or polypropylene 
copolymer. 



5 - 



5. The multilayer film according to any one of claims 1 to 4, having an inter- 
mediate layer comprising or substantially consisting of ethylene/vinyl alcohol co- 
polymer, having a defined ethylene content of 27 to 38, in particular 29 to 32 
mol-%. 

6. The multilayer film according to any one of claims 1 to 5, characterized in 
that the multilayer film contains at least one oxygen absorber within one or sev- 
eral of the layers. 

7. The multilayer film according to claim 6, wherein said oxygen absorber 
contains or consists of Fe or Fe(II)-salts. 

8. The multilayer film according to claim 6 or 7,. wherein said oxygen ab- 
sorber is contained in said inner layer. 

9. The multilayer film according to any one of claims 6 to 8, wherein said 
oxygen absorber is contained In a tie and/or adhesive layer located between said 
inner layer and said intermediate layer. 

10. The multilayer film according to any one of claims 6 to 9, wherein said 
oxygen absorber is contained In the respective layer/layers in an amount of 1 to 
100 mg/g, particularly 5 to 20 mg/g related to the weight of the respective layer. 

11. The multilayer film according to anyone of claims 6 to 10, wherein said 
oxygen absorber is contained in an amount of 0.5 to 2.0 mg/g related to the 
overall weight of all layers. 



12. Vapor sterilized multilayer film according to any one of claims 1 
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13. Use of the multilayer film according to any one of claims 1 to 12 as a 
pharma film. 

14. Use according to claim 13 to preserve the quality of products for infusion, 
PVR, dialysis, urology and/or clinical nutrition. 

15. Use according to claim 13 or 14 to minimize oxidation and/or adsorption of 
the ingredients of said products. 



